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1. IXTHic

RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFEIMPARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 L3RR
PE L 72 o TR Y RFMBGE R & SCE O AT #2016 (L 28 4F 6 A 2 H BIFEDE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

R S S, KRR N7 0 7 7 A VB D ESK L & B S R
RHZENRDD, ZOD, HIWEROLZEMICET 2 HERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

I, ARITA RT A %, MSIATEBOE NESE SRS S, A E AR AR
BRARNEE s —MAERTE N B ARERIR N RFE S R O AR A A AR IRERFHF 2 O 1
Db EAERR LT,

XG & 7R DRI A M V—F STEERE 20mg, A hL—Z A 100mg (—
4 a7 nl) Xv7 (EinHRz))

RGERDMBETNG - ARTBUIBRASRE S TR 0 Bl g

HEERDAEROHE : 7% F =7 LOfFHIZBW T, %, RAIKIE, a7 rl) X~
7 (B z) & LT, 18200 mg % 3 ¥ [H IR T 30 5
DT CTRIEFET 5,

B3 R 72 3 F - MSD Rtk

(%)

A TAXEE 1 mg, FSESmg (R4 : 7L F=7) OREUILE., HiELOH

=R

I==N

R SUFAN R+ ARTBUIBRANRE SUTERREME oD B il i e

REROHE B, RAIZIZTF v F=7L LTl 5smg% 1 H2EEROKZS5T 5,
B, BEOKRBICKVEEEET 525, 10 10mgl A 2[BE TH&ET
x5,




2. ARIOFK, 1ERKERF

FA hL— & g EE 20 mg & OVRLATEFE 100mg (—f4 : RAa7 e X~7 (&
v z), LT TARAl w9 ,) iE, PD-1 (programmed cell death-1) & Z DU 4
RTd % PD-L1 XV PD-L2 & DG A EEMET 5. & Mb1gGe £/ 7 m—F L gfk
Th D,

PD-1 #2885 1E T MA S0 GREHE D & 284 5 7o OIS DY AR DS FI FH 9° 5 T2 70 S0 2 il 4
AA wF T, PD-1 1%, fEFEZRDRRBICIWTEMESR T HifuoMinLmIicBELL, B %
P& SO % B e A B X Rl 7 0% SO & HliE 45, 9725, PD-1 (XY v REfE
ATHZ LRV PURSRBRICL D v VT VinE 2 AICHIET %5 KTH 5, PD-LI
OEFMMICBIT H2RIUTDT N TH LB, Z< OBR M TIE TMBO@E 282 5
IE ORISR L TV D, BAFIIICE T S PD-L1 OEEEIT, B, B, iF
HEfEgE, SREE . FE/ VBRI 2R & D2 I SATTHRARIK - TH Y | RWAEFRE
OMEREENRE I TWD,

B OB DGR T 1% & PD-L1 2 BLOMBINEN S PD-1 & PD-L1 ORREIZIEE O
SR EREIC BV CEHERBEE ZHH ) 2 EAURBENTEB Y Him N ARROERN L L
THIfF STV 5,

AANL, PD-1 & PD-L1 X OXPD-L2 Dl U B> ROFEAZET L Z Lick v, HEE
W NBREE T D [ R BRI S M T U o _ER 2 TE ML &8 HUE S S & FE M b
52 & CHIEE R AT D,

ARFNOVE RS2 3D < E O RS X 2BIERFEN S boh, BESUIELTIC
EOWREMD D 5, AANORGH KR OEEGRIZIT, BEOBIEL TI2ATV, BE DR
O HIVIZEEITIE, FEH LT F RIS U RPN 2 ek & REBR 2 FF DRl & L Coi
BN 8RR W 22 ATV P DSERUSIC K D RITER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IR ALE 24T 9 ER D D,



3. HRPRARE
FRIBEIBRASHE TR M 0D Bl g 0D A GRIFIC R 2 1T o 72 1 72 iR IR BR 0D i &
NE IR

(0]

[ BR AL [F) 55 AR R (KEYNOTE-426 7R)

{EZEIRIEIE D 72\ O MRIG UIBRANHE S HEARE ™ oD 18 B B A Rkl g A8 861 1 (A AN
NPl ZEETe) ZRBIT, A=F=7 VA LIF RA=F=7] Lwo, ) 2%
KL LT ARANET X F =7 LD HEE (LT IRB/ T XRF=71 205, ) =
DA INE R N RET S ivle, FEFHIE BT 24 (BLF ToS) w9, )
KOS AR (LT TPFS) &9, ) L&, RHlI/THRF=T71%, A=F=
7l LT, OS KU'PFS # A BITIER L7z,

*] : American Joint Committee on Cancer J7%& #155 3H12 52 < JEHITV

*2:50mg 1 H 1[0 488G 2 HEFIASE

*3 : A% 200 mg 3EMMMRE (LT TQ3WI &5, ) THARNELS L, 7% F=7%5
mglH 2 (LLF TBID) &9, ) AL L, T F=7DHK 5T, 5mgl
H 2@ Clfgd s 2a—2 (6#EM) LLEAFMENRHY ., Grade 2 2257 F v F =
T ORIERNZED BT, 2ol E2S 150/90 mm Hg UL FICEHE SN 7-854. 7mgBID
~OWEEZAEEE L, EoREOEHEZ FV, 10mgBID ~O &S AliEs Lz, 7
XU F=7E, BEAOMER, BEEESICG U TARE IEE (3 mg BID, &iZ2mg
BID) b AfaEL L7z,

#1 ARk (KEYNOTE-426 3Bk)

KEN) T X F=TRE A=F =T Rt
(43241)) (4293)
o (H) NE NE
[ (95%CI] [NE, NE] [NE, NE]
OS™ | N¥— K™ 0.53
[95%CI] [0.38, 0.74] —
P " 0.00005
o (H) 15.1 11.0
[95%CI] [12.6, 17.7] (8.7, 12.5]
PFS™ ™| A — REp™ 0.69
[95%CI] [0.56, 0.84] —
P {3 0.00012

Cl: (E4EX[H. NE: R, *1: PRMHTEFOT — & (20184E8H248 W > "4 7) | *2: )=
B Cox LEBI NP — RET NI LD A=F = TRELE DR, *3: @RIn 7' 7 K&, *4: RECIST
HA RFA P LURICHS <SPS P dei &



AF200 mgAWR UV 7 XL F=T
/

0 4 8 12 16 20

at risk#y SFHR[A]

A#I200mg Q3W KU
Ly o 432 417 378 256 136 18
Z2=F=7 429 401 341 211 110 20

X1 OSoHEENrEEDKaplan-Meierfi#f (KEYNOTE-42638%)

100 -
90 1
80 1
& 70
5 60 -
£ 50
%40—
g 30
201
10

0 R L LR LR AL LR R LA LARRARRRRRRLARLL
0 4 8 12 16 20 24

at risk#q HISEAFHIRB]

ZA1200mg Q3W 432 357 251 140 42 3 0
RUO7x9F=7
A=F=T 429 302 193 89 29 1 0

X2 PFSOHEENTR: D Kaplan-Meierd#i#R (KEYNOTE-426345%)




[Zz421E]
[E BRI RS M AHGER (KEYNOTE-426 35k)

HEEQIIARHF/ 7 X F =71 4221429 5] (98.4%) M NA=F =7 R 423/425 {3

(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, TN T 413/429
B (96.3%) JOF 415/425 15 (97.6%) (i LTz, WT I ORETHBLEN 5%LL
DOEWERIZTTFTRO LBV TH -T2,

£2 WDINOLORETRIEN 5000, EOBIEAH (KEYNOTE-426 3ABY) (LML v S4EM)

HEBRSHE Bl (%)
(SOC: System Organ Class) KK/ 7 X F=THE A=F =T R
JEAGE (PT: Preferred Term) 429 14 425 51|
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
AEIER 413 (963) 269 (62.7) 4 (090 415 (97.6) 244 (574) 7 (16)
KR LY v SREEE
H 1f 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i BRI S 5 (1.2) 0 0 37 (87 6 (1.4) 0
I R ERIBE 6 (1.4) 1 (0.2 0 79 (186) 28 (6.6) 0
1IN 8 (1.9) 0 0 94 (221) 22 (5.2) 0
N MRS
R IR RETTE S 52 (12.1) 4 (0.9 0 14  (3.3) 0
FOR IR REAR T 135  (31.5) 1 (0.2) 0 119  (28.0) 0
BIGREE
-0 23 (5.4) 3 (07 0 16  (3.8) 0 0
15 31 (7.2) 0 0 29  (6.8) 0 0
T 210 (4900 31 (7.2 0 175  (41.2) 19 (4.5) 0
PN iz f4 17 4.0 0 0 22 (5.2) 0 0
HIE R R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
A E MR 6 (1.4) 0 0 34 (8.0) 3 (0.7) 0
D 91  (21.2) 2 (05) 0 111 (26.1) 4 (0.9) 0
H N 61 (14.2) 3 (07 0 86  (20.2) 9 (.1) 0
M - 34 (7.9) 1 (02 0 56 (13.2) 3 (0.7) 0
—f - AFEERS X O GMALOIREE
1 J5E 50  (11.7) 6 (1.4 0 54  (127) 12 (2.8) 0
9 57 130 (303) 10 (2.3 0 142 (334) 21 4.9) 0
SR D JAE 55  (12.8) 4 (0.9 0 90 (212 7 (1.6) 0
FE L 16 (3.7) 0 0 24 (5.6) 0 0
B AT
ALT 4 102 (238) 52 (121) 0 54  (127) 11 (2.6) 0
AST H#4/0 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 L7 =1 24 (5.6) 0 0 30 (7.2) 1 0.2) 0
1 AR ARSI AR L L HEN 22 (5.1) 0 0 22 (5.2) 0 0
I v ER AR 3 0.7) 1 (02 0 48  (11.3) 29 (6.8) 0
RN & 2 14 (3.3) 1 (02 0 76 (179) 31 (7.3) 0
RERA 41 (9.6) 6 (14 0 36 (8.5) 0 0
i BREGR 1 0.2) 0 0 37 (87 11 (2.6) 0
B L Ok EE
AARIBOR 94  (219) 9 (21) 0 106 (24.9) 2 (0.5)
&Y o me il 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
WE R Rd L O ARk E
RAHIR 52 (12.1) 3 (07) 0 15  (35) 2 (0.5) 0
k] 23 (5.4) 0 0 16  (3.8) 0 0
PhRE R R
VS 40 9.3) 1 (0.2 0 129  (30.4) 0 0
GIEVE] 35 (8.2) 3 (07) 0 33 (7.8) 1 (0.2) 0
B K ORI IEE
EAR 66 (154) 11 (2.6) 0 39 9.2) 6 (1.4) 0



RPN B%% (%)

(SOC: System Organ Class) AE/ T X F=TRE A=F =Tk
JEAFE (PT: Preferred Term) 429 14 425 15
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4= Grade Grades 3-4 Grade 5
e g, TERES K OithmRE
K 32 (15 1 (02 0 12 (28) 0 0
TR 98  (22.8) 1 (0.2) 0 12 (2.8) 0 0
I, DR e 28 (65) 2 (05) 0 16 (3.8) 2 (0.5) 0
S 19  (4.4) 0 0 32 (15 0 0
FRGF L O kAR
R g 27 6.3) 1 (0.2 0 35 8.2) 0 0
P RERFMEARSEGE 119 (77) 22 (51) 0 168  (39.5) 15  (3.5) 0
* 5 53 (124) 1 (0.2 0 18 (4.2) 0 0
5 46 (107) 1 (02) 0 38 (8.9) 1 (0.2) 0
k=4 &3
5 LUE 179  (417) 91 (212) 0 184 (433) 78  (18.4) 0

B, ABH/ T X T =T RUCB O CHE MR E 1261 (2.8%) . KIEK - MGk - HE
D FHI39 %1 (9.1%) | #fREEE (F7 v - N —SEERESE) 241 (0.5%) | eSS (ALT
SN AST #8072 & O re R 25 Te) 150 5] (35.0%) . FUIRIREEERET 165 fi

(38.5%) . TFHERFEREFEZ 51 (1.2%) . RIBHEREREE 10 B (2.3%) . 1 AUbERIA 1 4

(0.2%) | BEHEREREE (RANE MR TER %) 9 01 (2.1%) | 7% - BEEUT AlARIE 4 451 (0.9%) |
FEIEREEE 4 61 (0.9%) . D% 261 (05%) . 5&E DS 16 (0.2%) KO infusion
reaction 2 5l (0.5%) 23388 Hilz, £7-, BEOLERE (FREHIEIRIEGRE, ZIALBE,
PERRIEDE) | PR, MM - B, EERMKREE (S M/ MR SRR, IR
A, JRIFERES, MEERIERE %) | MEREBIEGERE K ORI b e o 7o, ARRIEA
FHURDUIEESRSR (RAMREERE 250) 288 RE R,



4, HEERIZOWT

I Y 2 7 EEGEHE (RMP) (KD & A O B 3K G 22 R R TS B~ oD 1 ) (ATl
Do Dltiak Tho T, KA OG- NEY) 72 BE 22 - FFE L, AR GIZ X0 EHE
7REWER Z 3B LTRSS 5 2 & BB R 7e D LU OO~@DF T A& 72 i
HIZBW AT o2& TH D,

O mEFITHOWVT

D1 FiEo (1) ~ 5) OWTFIRNTEYTHMHETHDZ L,

(1) EAFEBREDITEET 205 A ILRPE S G E A RS A2 REEE L R L
IS AR LS B RURRE . BN AU IERE 72 &) (BFCAHE 7 A 1 HIREAS @ 436
Ji %)

(2) FrTkgEERPE CERK 31454 A 1 BRGAL : 86 ik

(3) HBENFIRANFNDFEE T 2 0 AP (D AR RESEIE ERPL. 25 AR
W IEBE, 23 ARSI EEHERE B e &)

(4) ARALFRIEE AR E U, SR AEEINGE 1| SUIA ARG 2 OJifisk F g
R D R ZEIT> T D ftiax CERK 294 7 A 1 BIREAL @ 2531 Hiiak)

(5) PUEMIEEAIAL T B HEINE O IEEI R DR 21T > TV Dl CERL 29 4E 7
H 1 HEFA : 1287 ik

O-2 B O b F5E Kk ORIWE RSB O XS+ 77 70 H05k & B & FFOERT (R
ROWTIDITEZ YT HER) A, Y2 BB OARFNCET IR0 EMTH & L CRE
IhTWbZ L,

#*®

o [ERNRFFIUGHE 2 FEOYIIWHE ZE T L7 1212 S L0 AR DEGIRIHE 217
STWNWDHZ L&, 95, 29U RIX, DAFEMEEL T L UBRRIER - OHME 21T
D Tb A 6 Z & o

o [EREFEUSE 2 FEOYANHE ZE T L2121 4 UL EOWREEH O BEIRIHE 217
STEY., 95, 2400 BiL, BHIIE O ASKYER L2 & T S ATBIR O RRVHME 217
STWAHIZ &,

Q@ PBENOEREBEREEDEHNIONWT

I EHRE BCEE T 2 LA DR E S, BEEEEN O OERED ., AR - &
PSR FAE RO B L ORI 2 Rt A FFRPBAE LG H oHEs
¥R, FERESDIATON DGR ESTWND Z &,




® EIER~DOXHRIZONT
@-1 MERRAHICEE+ 2 EH

MR B O BEERRIWEANIEA LIZBRIZ, 24 BRI H| O T, Yakhisk T
HHEERFRIZ W T, FEI L 7ZEIERICIS U TABREE R O CT HORIWEHA ORI 23
TR OREFR DN Y HHICGH L, B ORISR KH N> TWnDH Z L,

@2 EEREHEICLI>AEFSAMNISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 AT D IR FE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE & #REZ LG TE 5 F— AEFRRH] 235
ESNTWDZ L, B, BIEHIZHOWT, NABRE & ZOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIEAOBEORIRICELT

FIVERT (RIEDPERA BN, KIGSE - /MBZe - EEEOD T, IFFRERERET - BE(LMENR
Bt EHRERETE ORMIE MRV 22%) . WS (TRMERS. FikIHhEE
P, BIEREAEREE) . L BUBEIRAN, S & OIREAR. RESE - BRI RMIBIE, M. EEORK
JREE (BRREIIRIERGERE . ZTUATHE, FORMIIES) . infusion reaction, 7S - BlEZE
RIS, AR (X T 2 - SRR . Ok, BB MRS (o
R/ IR D VESE B . PSRRI, ARIFBRE, MEURIERAESE) | i BR ARG,
BE) Lok LT, SRR S LT R R O B FNE 2 A7 B R L dHE L (RIVEA 0
DWTRAIRICE L TR OB EZ T 6B &M H 5 2 L) | EHICHE Y 2 LE
TELKHNES TS &,



5. BeExB LD BE
(2B 5 4 1H]
@O ALZERIEIE O 72 W IRIEEIBR A BE

TR ME O B s BB 2RV T ARANE T R

F =T L OAREGEOFERENRREN TV D,

© TRLICEEY T D EE TR D AK O PG K OME A IEIZ OV TIE, AFI OB ZhER
ESL SN TE LT, AAIOBRGRFR L7720,

o IR
o EKHOBMPEE

o OTAADHEZNEN R S TWIRW M OHUEMEIEEEF & O FF 5

| 7S et A pRAR ) |

O FRICHEYT B BFE IOV TIIARIOR GARE SHTND 2 Enb, 55T

DNz &

o ARSI LIsBUEOREERE D & % BH

@

TEIRATORHI Z W T RRCIZEZ Y T 2 BE T OV TE AR OFEITHER S e

P, MOTEFERIRE D R NG EICIRY | HEICAFZEN T2 L 2BETE 5,
o HEMEMREDEIFSUIBED & 5 BHE

Vi A
Hr

o R A TR

B % R M ONE B O T At ¢ R0 sk e i ¢

FOMICIRIEMEEAL N b % A
o HOREREDOEDR, TR RF L IXFFEMEO A SRR BOBEER D

% A

o EEFBMEE (EErMaBiE L ZT) Ob 5 EHE
o MDY I LA AT D EE
e Karnofsky Performance Status 70%Aji "0 o B

(1) Karnofsky Performance Status (PS)

Score | E 3%

100 |1EH, AT HBREOHF LNV, BHRERZ L,
B OTEE A ATRE, HBIeFEN LI\, 90 |BRWERIRIESR TS D8, IERTEB) A fE

80 |/ 72 0 EERSEIR H 208, ) L CIEE OIEB) Al HE
TG A2 LIIARARE, BETHEETE T, &| 70 BB OWFEITE 528, EWOIEE) - T2 2 L IX AR AR
HEITF LA EBAHRBRIZE DD TH D, | 60 |HNITHERZ LT TEXAHN, & EXNRSLE
Bea REREONMZLE LT 5, 50 PRIRE BB LR #ER X OENNRERITADLE

40 (BT, WU R LOFE#S LT
HOEIYDZ EEASTTERY, fiZdHH0| 30 |[2<ETT . ABNSLEEDEITII LEE > TR
WO E# L FSOF#ELMLE LT 5, RKE| 20 FEFICEE, ABSKLE CREANRIREN LI
MNEGHIZHEIT L WA ATREEN S 5, 10 |FE#A B> T D

0 |4t

10




6. BHEICEL THEETREHIE

O IR SCEZEITIN Z, BLEIRTE 3£ DR T 5 ERHE 1T 25D & ARF O R KON IEfE
OO B G RZ2+ 5B LTI 52 &,

@ BEBRIBICSESL D . BE XIF OFEBRIAIMER a2 43 L, FE %215
Tob#EETH L,

@ FEREWERAO~RT AL MZDOWNT

MEMEMERR D 50N D 2 EDRH LD T, KO GIZHT=> Tk, WIHE
W CEYIAL, PRURIREE, RZ0KEE) ORI O X fied O FEhEss, Biggs +
DATH Tk, Flo, BEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

infusion reaction 23 &% H 4% Z & 3% 5., infusion reaction 2358 H AL AT
I, WEYRALE 21T O L &I, ERNEIE T D F TREOREEZ oI 8l
T5HI &,

FR el . N EAEERE LR OCRIBEEERERH bDLND LR H LD
T, AAF| OB G-BAERT M O G-I P I E NN W EER A (TSH., ##f
T3. E8E T4, ACTH, I =T —VEDRIE) & FEhid 52 &,

[P REREE . M LI E RN H b d Z b 5O T, AKEIOFRG-FMERT &
O G S e I IR EER A (AST, ALT. y-GTP, Al-P, BV LB %
DOWPE) ZFhT 5 &,

SEIER (MR L TR BHRAERZGT) HFOEERIRESE NS bbb
ZENHHOT, EFICIROEF OFBEMRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,
AHNOBEGIZ LY | WEDORERINIER T 5 &5 2 bILb kA IR B E
DHOLONDZ ENRDHDH, BEPBOONTLEICIE, BB LEFRIIS U
LR 70 ik & BB 2 e o [l &l U ClE vl e BRI Wi 2 1TV R EE O s
FOSMZ & 2 BWER BN 2561215 AR ORE ST 1L, K ORIE B R
NEVRIOBRGEEZZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OUEERFRD IR WIGEIZIE, BB RE ARV o LISt O Sz i Floisin
bLEETDH L,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 5729,
AHNOEGHETRIZGEWEH OB 2ITEET D 2 &,

1 BUBEpRI (BE 1 BUBEIR S 2 & de) Db bbiu, BERPES 7V F—T &
IZEBLHZENRHLHOT, Ag, El, EHZFEDER ORI EO LA+
SEETHZ &, 1 HERFEN OGS &G ERIEL, AR Ul
RO 5E OB 2LEZ1TH 2 L,

@ AHFNOERRBRICIBWN T, BEBBHS 12BH. UIRIIM4BEEE TR, 0
#% 12 W EICHEDMEOFEEIT > TV 2 L 2BE 0, AFIHG R EHICHE
B TR OMEREITH Z &,
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